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REMARKS 

Claims 17-19, 27, 45-47 and 49-58 as presented in Applicants' Preliminary 
Amendment filed April 13, 2009 remain pending herein. Support for these claims can 
be found throughout the specification and drawings. 

The Examiner has objected to the specification as filed to provide proper 
antecedent basis for the claim limitation "pleated" as it appears in the recitation 
"second, folded configuration having a multiplicity of pleated folds" (Claims 17-19, 27, 
45^7, 49 and 50). The Examiner cites 37 C.F.R. 1 .75(d)(1) and MPEP §608.01 (o) in 
connection with this objection. 

By way of satisfying the foregoing objection to the specification and in keeping 
with aforecited MPEP §608.01 (o)\ Applicants have amended the specification to recite 
"pleated" in the brief description of FIG. 10 that appears on page 6 and in the more 
extensive description of Fig. 10 that appears on page 19. Applicants attach hereto a 
copy of the definition for "pleat" in "Websters New World Dictionary of the American 
Language" (Simon and Schuster, 1984). As indicated by this definition, an ordinary 
meaning of "pleated" is a material such as cloth which has been given a pleat (double 
fold) or series of pleats (multiple double folds). The meaning of "pleated" as a material 
that has been given a series of double folds aptly applies to the folded implant 
illustrated in Fig. 10 of the drawings. 

The term "pleated" was chosen by Applicants in order to better describe the 
type of fold that is achieved by pulling on the drawstring of the tissue as it is being 
implanted as illustrated in the sequence of drawings beginning with Fig. 7 and ending 
with Fig. 10 and to further differentiate the fully implanted structure over twice folded 
sheet 14 of Fig. 3A of Muhanna which is not a pleated structure in the dictionary 
sense, but a structure resulting from two single folds being placed at right angles to 
each other. Applicants will have more to say regarding this important difference 

' MPEP §608.01(0) permits the amendment of a specification to include a newtemi where the new term 
has been introduced into a claim by amendment so as to provide clear support or antecedent basis in 
the specification for the new term. 
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between their fully implanted device (and the manner by which it is obtained) and the 
altogether different implant and method of inserting the implant disclosed in Muhanna 
in connection with the Examiner's rejection of claims for obviousness over Muhanna in 
view of Lambrecht et al., infra. 

In view of the foregoing amendment of the specification to provide express 
written antecedent basis for the claim term "pleated", the Examiner's objection to the 
specification is deemed to have been fully satisfied. 

The Examiner has rejected Claims 17-19, 27 and 45-47, 49 and 50 under 35 
U.S.C. § 1 12, first paragraph, as lacking enablement for the ability of one skilled in the 
art to restrain the tissue during the pulling of the drawstring to fold the tissue so as to 
prevent the tissue from being pulled in the drawstring-pulling direction. 

Applicants' specification can only be said to lack enablement for the 
aforementioned restraining operation (recited in step (c) of the claims) if such were to 
require "undue experimentation". 

As held by the court in In re Wands, 858 F.2d 732, 8 USPQ3d 1400, 1404 (Fed. 
Cir. 1988), any analysis of what constitutes "undue experimentation" must take into 
account at least the following 8 case-dependent factors: (1 ) the quantity of 
experimentation necessary, (2) the amount of direction or guidance presented, (3) the 
presence or absence of working examples, (4) the nature of the invention, (5) the state 
of the prior art, (6) the relative skill of those in the art, (7) the predictability or 
unpredictability of the art, and (8) the breadth of the claims. 

When all of these Wand factors are considered, it is clearly evident that those 
skilled in the art, in this case, knowledgeable, experienced orthopedic surgeons, would 
very soon, if not immediately, grasp from the implantation procedure illustrated in 
stages in Figs. 7-10, that pulling on the drawstring without at the same time preventing 
the implant from being pulled in the drawstring-pulling direction will fail to achieve the 
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result illustrated in Fig. 10. It would take very little further reflection on this situation by 
an orthopedic surgeon to realize that all that is needed to prevent the tissue from being 
pulled in the drawstring-pulling direction during each pulling of the drawstring is for the 
second end of the tissue to be held stationary while pulling of the drawstring causes 
the first end of the tissue to fold, eventually forming the pleated implant illustrated in 
Fig. 10. The surgeon's hands are well-suited to simultaneously holding the implant 
stationary and pulling on the drawstring. 

Applicants submit that when the sufficiency of the specification as an enabling 
disclosure is evaluated in accordance with the Wand factors, it can only be concluded 
that no undue experimentation would be required of an orthopedic surgeon in order to 
carry out step (c) of the method of Claim 27. 

The Examiner has repeated nearly verbatim his previous rejection of Claims 51- 
53 and 56-58 as anticipated (35 U.S.C. § 102(a)) by Gabbay. 

By way of further amplifying the distinctions between Gabbay's suture 50 and 
Applicants' drawstring and drawstring operation as presented in Applicants' previous 
traverse of this rejection, Applicants wish to emphasize the disparity in function 
between suture 50 illustrated in Gabbay Figure 4 and the drawstring component of 
Applicants' claimed intervertebral disc device. Gabbay states as the only function of 
suture 50 that it be used to permanently or temporarily sew overiapping layers 48 of 
tissue material constituting prosthesis 46 together. Suture 50 is not intended to be 
pulled so as to bunch any tissue layer or layers together in the form a pleated 
stmcture. Forming a pleated structure is not within the purview or contemplation of the 
Gabbay disclosure. 

In order to perform its function as a drawstring and as illustrated in Figs. 7-10, 
drawstring 72 must be secured at or near first end 74 of tissue implant 71 . This 
feature of being "secured" is required in order to prevent drawstring 72 from being 
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pulled or drawn away from first end 74 of implant 71 during the pulling operation. 
There is no comparable showing of a "secured" suture 50 In Gabbay. 

Another feature of Applicants' drawstring 72 that is required for it to function as 
a drawstring is that there be an end portion 73 of drawstring 72 which extends beyond 
second end 75 of tissue implant 71 and which is adapted to being pulled. There is no 
comparable showing of suture 50 in Gabbay Fig. 4 as possessing an end portion 
extending beyond tissue layer(s) 48 much less such an end portion adapted to being 
pulled. 

For the reasons presented in Applicants' previous traverse of this rejection and 
for the further reasons presented here, the intervertebral disc device of Claims 51-53 
and 56-58 is considered to be novel and nonobvious over Gabbay. 

The Examiner has again rejected Claims 54 and 55 for obviousness 
(35 U.S.C. § 103(a)) over the combined disclosure of Gabbay and Sybert et al. 

Since, for reasons presented above, independent Claim 51 is considered to be 
patentable over Gabbay, Claims 54 and 55 depending therefrom are also considered 
to be patentable over both Gabbay and the combined disclosures of Gabbay and 
Sybert et al., the latter reference merely disclosing an implant made from natural 
tissue and provided as a braided construction. 

The invention of dependent Claims 54 and 55 resides in the unique drawstring 
feature of Independent Claim 51 and the singular structural relationship of the 
drawstring to its associated natural tissue implant enabling the implant to assume a 
pleated configuration when fully implanted within a disc nucleus space. There is 
nothing in the combined disclosures of Gabbay and Sybert et al. that so much as even 
hints at these features. Such being the case. Claims 54 and 55 are considered to be 
nonobvious, and therefore patentable, over Gabbay combined with Sybert et al. 
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The Examiner has again rejected Claims 17, 18, 27, 45-47, 49 and 50 for 
obviousness (35 U.S.C. § 103(a)) over Muhanna in view of Lambrecht et al. 

The Examiner correctly characterizes ribbon 16 of Fig. 4B of Muhanna as 
having a "pleated" structure, i.e., an accordion-like or bellows-like configuration, and 
then points to twice folded sheet 14 of Fig. 3A for its disclosure of a tissue structure 
possessing what is referred to as "drawstring 1 5." For one thing, the tissue structure 
of Fig. 3A is not a pleated structure as is the tissue structure shown in Fig. 4B. For 
another, element 15 of the structure shown in Fig. 3A is described by Muhanna as a 
"first fastener" which indeed It is. First fastener 15 of Fig. 3A is not a drawstring and 
cannot function as a drawstring. It is, as Muhanna describes it, only a fastener. 

Applicants' claimed method (Claim 27) calls for implanting a length of natural 
tissue which possesses an initial first, straightened configuration and a second, folded, 
or pleated, configuration. In both configurations, the tissue possesses a drawstring 
secured to one end, extending beyond the opposite second end and coursing through 
the tissue at intervals from one side to the other. If one were to lay out twice folded 
sheet 14 of Muhanna Fig. 3A in its original (first) straightened configuration, it would be 
abundantly evident that fastener 15 (untied to permit sheet 14 to assume its 
straightened configuration) is not secured to one end of sheet 14, does not extend 
beyond the opposite end of sheet 15 and does not course through sheet 14 at 
intervals from one side to another. 

In short, there is nothing in Muhanna that even remotely resembles Applicants' 
drawstring and its mode of operation. Recognizing this, the Examiner relies on the 
disclosure of Fig. 49G of Lambrecht et al. for its illustration of an implant 400 
possessing guide filament 406. The Examiner continues to maintain that guide 
filament 406 functions as a drawstring. 

However, as Applicants' in their previous traverse of this rejection have 
explained at length, Lambrecht et al. control filament 406 (also referred to therein as 
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"guide filament 406") does not, and cannot, function in the same manner as 
Applicants' drawstring. The Examiner has yet to respond to the specific points of 
difference between Lambrecht et al. guide filament 406 and the drawstring and mode 
of operation of the drawstring raised by Applicants in their previous traverse. These 
points of difference can be restated and amplified as follows: 

(1 ) unlike Applicants' drawstring, Lambrecht et al. control filament 406 does 
not pass through a multiplicity of sites; 

(2) unlike Applicants* drawstring, Lambrecht et al. control filament 406 does 
not pass through the tissue implant from one side thereof to another along the length 
of the tissue; 

(3) unlike applicants' drawstring, pulling on Lambrecht et al control filament 
406 will not result in an implant having multiple pleated folds; and, 

(4) the function and purpose of Lambrecht et al. control filament 406 are 
illustrated in the sequence of drawings 49A through 49G and are explained In 
paragraphs 0207 and 0208; there is not the slightest suggestion anywhere In this or 
any other drawing(s) or text of Lambrecht et al. that pulling on control filament 406 will 
cause implant 400 to assume a pleated configuration. 

Should the Examiner continue to maintain this rejection, Applicants would 
appreciate each of these four specific points of difference being thoroughly addressed. 
As it stands, the method of Claims 17, 18, 27, 45-47, 49 and 50 is considered to be 
nonobvious, and therefore patentable, over the combined disclosures of Muhanna and 
Lambrecht et al. 

The Examiner has rejected dependent Claim 19 (which specifies that in the 
method of independent Claim 27, the tissue be that of a small intestine submucosa) as 
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obvious (35 U.S.C. § 103(a)) over Muhanna in view of Lambrecht et al. as applied to 
Claim 27 and further in view of Sybert et al. 

As Claim 27 is considered to be patentable over the combined disclosures of 
Muhanna and Lambrecht et al. for the reasons presented above, this claim is also 
considered to be patentable over these references further combined with Sybert et al., 
the last mentioned reference doing nothing to make up for the absence in the 
combined disclosures of Muhanna and Lambrecht et al. of Applicants' drawstring 
feature and its mode of operation. 

Reconsideration and allowance by the Examiner of pending Claims 17-19, 27, 
45-47 and 49-58 in light of the foregoing remarks are respectfully requested. 



Date: /p///r)^ 

Scott Dorlartd.Ph.D. 
Senior Patent Counsel 
Medtronic, Inc. 
2600 Sofamor Danek Drive 
Memphis, TN 38132 
901.399.2652 Phone 



Respectfully submitted, 




Scott Dorland 
Reg. No. 51,622 
Attorney for Applicant(s) 
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